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DETAILED ACTION 

Receipt of Request for Continued Examination and Amendments/Remarks filed 12/18/07 
is acknowledged. Claims 1,4-10, 13, 17-24 are pending in this application. Claims 1,4-10, 13, 
and 17-24 are directed to the elected invention. Claims 2-3, 11-12, 14-16, 25-36 stand cancelled. 
Response to Arguments 
Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection necessitated by the amendments of 12/18/07. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 4-10, 17-24 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Independent claim 1 and 13, respectively, recite a reservoir formed of a material that is 
impermeable wherein the expandable osmotic composition is positioned within the reservoir. 
Dependent claims are directed to a multilayer reservoir. The multilayered reservoir does not 
support the embodiment of partially containing the osmotic composition within the reservoir. 
Figure 1 of the instant application is directed to a single layer reservoir and supports that the 
recitation the expandable osmotic composition is positioned within the reservoir. Thus, only 
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independent claims 1 and claim 13 respectively are supported. However, Figure 2, which is 
directed to a multilayered reservoir, does support the recitation that the expandable osmotic 
composition (18) is positioned within the reservoir since the reservoir is defined as being formed 
of an impermeable material (16). Thus, the dependent claims directed to the multilayered 
reservoir partially containing the osmotic composition, are not supported. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 4-10, and 17-24 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Independent claim 1 and 13, respectively, recite "a reservoir formed of a material that is 
impermeable". However, dependent claims are directed to the reservoir comprising a water 
permeable material and a water impermeable subcoat. The claims are vague and indefinite since 
the independent claims are directed to a reservoir that is formed of an impermeable material. The 
use of the language "formed of appears to limit the reservoir solely to an impermeable material. 
It is noted that "material" can be interpreted as a "component" or "layer or coat". If the 
hydrophilic material is interpreted as a "layer", then the reservoir cannot contain another layer as 
claimed in the dependent claims since the independent claim is limiting the reservoir to an 
impermeable material as discussed above. If the hydrophilic component is interpreted as a 
"component", this would render the claim indefinite for the following reasons: it is noted that a 
hydrophilic material added to an impermeable material renders a semi-permeable that is 
permeable to water. 



Application/Control Number: 10/608,305 Page 4 

Art Unit: 1611 

Therefore, it is unclear if applicant intends to claim a reservoir that comprise an 
impermeable component and a hydrophilic component, i.e. forming a semi-permeable material or 
if applicant intends to claim multiple layers to form the reservoir, as seen in instant Figure 2. It 
appears, from the recitation, "a water impermeable sub coat provided over the hydrophilic 
material" in the dependent claims, that applicant intends to claim the latter. If applicant intends 
to claim the latter, then it is suggested that applicant amend the independent claims to "a 
reservoir comprising an impermeable coat". If the former is intended to be claimed, i.e. a 
reservoir formed of an impermeable component and a hydrophilic component, i.e. forming a 
semipermeable membrane, then the examiner suggests that applicant clarify that the first layer 
comprises a hydrophilic material and a impermeable material, which is coated with a water 
impermeable layer over the first layer to form a multi-layered reservoir. Note applicant may not 
have support in the specification as originally filed for this. Summarily, since the independent 
claims are limited to an impermeable material, then the reservoir cannot contain a hydrophilic 
material as recited in the dependent claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 4, 10, 13, 17, and 23-24 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wong (5,312,390) is withdrawn in light of applicant's amendments filed 
12/18/07. 
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Claims 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by EP 
373867 to Magruder et al. 



Magruder et al discloses a delivery system comprising a housing member (12) that is 
comprises of two sections 12(a) and 12(b). Section 12(a), the reservoir, is impermeable to 
external fluids and houses the liquid drug (20) and houses a first portion of an expandable 
osmotic composition,25 (a-e)), which extends outwardly form the distal end of the reservoir. 
Section 12(a) is a membrane that is permeable to fluids. The reservoir contains an exit (14), a 
break off tab. Magruder discloses the expandable driving means comprising an osmotic effective 
compounds including osomopolymers and osmotic solutes, see column 22. Example 1 discloses 
a liquid drug formulation. 



FIG. 9 
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Claims 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Wong 
et al (5,391,381). 



Wong et al disclose an oral dosage form for delivering an active formulation as a liquid, 
solid, or semi-solid. See column 4, lines 15-20. Wong et al disclose the "drug unit" or "active 
agent unit" include units that are capable of maintaining their physical configuration and 
chemical integrity while housed within the dispenser, which includes, tablets or capsules . See 
column 4, lines 23-37. The examples utilize gelatin capsules. The dispenser comprises a wall 
section 160, the reservoir, which is impermeable to the exchange of fluid, drug and other 
ingredients contained in the delivery system. The reservoir contains the drug formulation, 166. 
Wall section 162 is a semipermeable wall composition that is permeable to the passage of fluid 
for making fluid available to an expandable osmotic driving means 174. Further, the gelatin 
capsule and housing "dispenser" wall 160 form a multilayer reservoir. 168 is the exit port. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 




Claim Rejections - 35 USC §103 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 4-5, 10, 17-18, 23-24 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wong et al (5,391,381). 

Wong et al disclose an oral dosage form for delivering an active formulation as a liquid, 
solid, or semi-solid. See column 4, lines 15-20. Wong et al disclose the "drug unit" or "active 
agent unit" include units that are capable of maintaining their physical configuration and 
chemical integrity while housed within the dispenser such as tablets or capsules. See column 4, 
lines 23-37. Two piece gelatin capsules are taught. Wong teaches FIGS. 1, 2, 3 and 8 illustrate 
various embodiments of the dispensing component suitable for use in the dispenser and these 
configurations can be combined with various embodiments of the driving component, 
representative embodiments of which are illustrated in FIGS. 4-7, and of the housing structure 
itself, shown in FIGS. 1, 4, 6, 9-13 and 15. 

Wong et al do not exemplify the use of the gelatin capsule with the embodiment taught in 
Figure 9. 

However, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to utilize a gelatin capsule to contain the drug formulation within wall 160. 
One would have been motivated to do so with a reasonable expectation of success since Wong et 
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al disclose that the active formulation may be contained in a capsule to maintain its physical 
configuration and chemical integrity. Thus, when formulating the oral dosage form, it would 
have been obvious to formulate the drug in a capsule body to confine it and protect it prior to 
coating the impermeable substance, if the drug is a sensitive. 

Regarding claim 24, it would have been further obvious to have the overlapping walls of 
162 and 160 configured to overlap in a manner in which 162 overlaps 160, absent the 
unexpectedness of the configuration, since both configurations provide the overlapping region of 
160 and 162. 

Claims 6-7, 19-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wong et al (5,391,381) in further view of Digenis (5,672,359). 

The teachings of Wong have been set forth above. As discussed above, Wong teaches 
when forming the device, two portions of a hard gelatin capsule may be coated, one with an 
impermeable material and the other with a semipermeable material. 

Wong does not teach the instant hydrophilic polymer. 

Digenis while teaches a hard capsule for controlled release, teaches the hard capsule 
made by made from hydrophilic materials such as gelatin or hydroxypropylmethylcellulose. See 
column 1, lines 10-15. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Wong and Dong and utilize HPMC as the material form 
the capsule portion. One would have been motivated to do so with a reasonable expectation of 
similar results since Digenis teaches hard capsules may be made from hydrophilic materials such 
as instant HPMC or gelatin. Thus, a skilled artisan would have been motivated to substitute the 
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prior art's gelatin material with the instant hydrophilic material with a reasonable expectation of 
success since Digenis establishes the functional equivalency of the prior art's hydrophilic 
material and the instant hydrophilic material, i.e. both are hydrophilic materials that are used to 
form hard capsules. 

Claims 8-9 and 21-22 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wong et al (5,391,381) in further view of Dong (WO 0035419). 

The teachings of Wong have been set forth above. Wong teaches impermeable materials 
for the dispenser's wall 160 including polymethylacrylates, polyethylene terphthalate, rubber, 
polyvinyl chloride, polystyrene, and any other material that is biologically suitable for 
fabrication of the impermeable component. See column 5, lines 1-20. 

Wong does not teach the instant impermeable polymethacrylate latex material. 

Dong teaches a controlled release system comprising liquid drugs. See abstract. Dong 
while teaching a barrier layer that is impermeable to fluids, teaches suitable materials include 
latex materials such as latex of acrylate esters EUDRAGIT, polymethylacrylates, polyethylene 
terphthalate, rubber, polyvinyl chloride, polystyrene. See page 19, lines 22-25 and page 20, lines 
14-26. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to combine the teachings of Wong and Dong and utilize the instantly claimed 
impermeable material for wall (160). One would have been motivated to do so with a reasonable 
expectation of similar results since Wong teaches the use of any impermeable material known in 
the art including polymethylacrylates, polyethylene terphthalate, rubber, polyvinyl chloride, and 
polystyrene and Dong teaches latex of acrylate esters, along with polymethylacrylates, 
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polyethylene terphthalate, rubber, polyvinyl chloride, polystyrene are known materials that are 
impermeable to fluids. Thus, Dong teaches the same impermeable materials taught by Wong and 
thus establishes the functional equivalency between the instant latex material and the prior art's 
impermeable material. 

Conclusion 

Claims 1, 4-10, 13, 17-24 stand rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila Gollamudi Landau whose telephone number is 571- 
272-0614. The examiner can normally be reached on M-F (8:00-5:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sharmila Gollamudi Landau/ 
Primary Examiner, Art Unit 1611 
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